FORM PTO-1449 U.S. Department of Commerce 
(Rev. 2032) Patent and Trademark Office 


Atty. Docket No. 
7357US01 


Serial No. 
10/810,762 


INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 


Applicant 

Baxter, et al. 




(Use several sheets If necessary) 


Filing Date 
March 26, 2004 


Group 



U.S. PATENT DOCUMENTS 



Examiner 
Initial 


Document Number 


Date 


Name 


Class 


Subclass 


Filing Date (if appro.) 


imi 


5,976,550 


11/2/99 


Engel, et al 












6,031,000 


2/29/00 


Nissen, et al 












5,457,130 


10/10/95 


Tisdale, et al 












4,992,470 


2/12/91 


Nissen 












5,028,440 


7/2/91 


Nissen 












5,087,472 


2/11/92 


Nissen 










V- 


5,348,979 


9/20/94 


Nissen, et al 












5,360,613 


11/1/94 


Nissen 








/MG/ 


6,103,764 


8/15/00 


Nissen 








FOREIGN PATENT DOCUMENTS 




Document Number 


Date 


Name 


Class 


Subclass 


Translation (Yes No} 




DE 297 07 308 U1 


4/23/97 


Kunz 























/MG 


/ 




S. Beck, K. Smith, M. Tisdal; "Anticachectic and Antitumor Effect of Eicosapentaenoic 
Acid and Its Effect on Protein Turnover," Cancer Research 51 , 6089-6093, Nov. 15, 1991 










A. Lentsch, P. Ward; "Activation and Regulation of NFkB during Acute Inflammation," Clin. 
Chem Lab Med, 1999; 37(3): 205-208 










L. Sandberg, P. Miller, J. Fuller, "The Effect of Intensive Training and b-hydroxy-b- 
methylbutyrate (HMB) on Muscle Glycogen Aconcentration in the Horse," J. Anim. Sci. 76 * 
(Suppl.1): 175(1998) ! 










L. Sandberg, P. Miller, J. Fuller, "Effect of b-hydroxy-b-methylbutyrate on the physiological , 
response to exercise and conditioning in horses." J. Anim. Sci. 75 (Suppl. 1): 198 (1997) 










P. Miller, L. Sandberg, J. Fuller, "The effect of intensive training and b-hydroxy-b- 
methylbutyrate (HMB) on the physiological response to exercise in horses." FASEB J. 
11(3): A290 (1997) 










A. Peterson, M. Qureshi, P. Ferket; "Enhancement of cellular and humoral immunity in 
young broilers by the dietary supplementation of b-hydroxy-b-methylbutyrate." 
Immunopharmacology and Immunotoxtcology 21(2): 307-330 (1999). 










S. Nissen, J. Fuller, J. Sell, P. Ferket, D. Rives; "The effect of b-hydroxy-b-methylbutyrate 
on growth, mortality and carcass qualities of broiler chickens." Poultry Science 73: 1 37- * 
155 (1994). 










J. Fuller, S. Nissen; "Decreasing male broiler mortality by feeding the leucine catabolite b-. 
hydroxy-b-methylbutyrate." Poultry Sci. (Suppl 1) 73:93 (1 994) 










S. Nissen, D. Morrical, J. Fuller, "The effects of the leucine catabolite, b-hydroxy-b- 
methylbutyrate (HMB), on the growth and health of growing lambs." J. Anim. Sci. (Suppl 
1)72:243(1994) 










V. Talleyrand, D. Frank, J. Roth, W. Hsu, S. Nissen; "Effect of feeding b-hydroxy-b- 
methylbutyrate on immune function in stressed calves." FASEB J: A951 (1994) 


\ 








M. Van Koevering, D. Gill, R. Smith, F. Owens, S. Nissen, R. Ball; "Effect of b-hydroxy-th 
methyllbutyrate on the health and performance of shipping-stressed calves." The 
Oklahoma State Animal Science Research Report, 1 993. 


/MG 


/ 




P. Ostaszewki, E. Kozlowska, S. Nissen; "The immunomodulating activity of dietary 3- > 
hydroxy-3-methylbutyrate (HMB) in weaning pigs." J. Anim. Sci. 76 (Suppl 1): 136 (1998), 
Abstract 525. 


EXAMINER DATE CONSIDERED 

/Miohfilfirafffin/ 03/16/2007 



Examiner: Initial if citation considered, whether or not citation Is in conformance with MPEP 609; Draw Line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant 



Sheet _2_ of 5 



FORM PTO-1449 U.S. Department of Commerce 
(Rev. 2032) Patent and Trademark Office 


Atty. Docket No. 
7357US01 


Serial No. 
10/810,762 


INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 


Applicant 

Baxter, et al. 




(Use several sheets if necessary) 


Filing Date 

March 26,2004 


Group 



U.S. PATENT DOCUMENTS 



Examiner 
Initial 


Document Number 


Date 


Name 


Class 


Subclass 


Filing Date (if appro.) 













































FOREIGN PATENT DOCUMENTS 





Document Number 


Date 


Name 


Class 


Subdass 


Translation (Yes No) 



























































/IV 


1G 






A. Siwicki, M. Morand, J. Fuller, S. Nissen, K. Kazua, E, Glabski, P. Ostaszewiski; 
iiiiiucntre ui ^iiyuiUAy-o^jncuiyiuuiyiait? uii opcvino vciiuidi immune ieb|->uiioe diici hi 

vitro and in vivo immunization with Yersinia ruckeri antifen.' J. Anim. Sci. 76 (Suppl 1): 
136(1998). Abstract 527 










r\. OfWICM, IVJ. IVIOrdllU, r\. yUiyi/£MJ, r. woldZ.GWor\l, J. rUIICJ, O. INlbbcll, 

Immunomodulating effect of 3-hydroxy-3-methylbutyrate (HMB) on the nonspecific cellular, 
and humaoral defense mechanisms in rainbow trout (Oncorhynchus mykiss)." J. Anim. 

<^ri 7fi fQnnnl 1V 1^7 /IQQftt Ahsfrart i 










P. Ostaszewski, A. Siwicki, Z. Shrek, B. Balasinska, J. Fuller, S. Nissen; B 3-hydroxy-3- t 

ii lull lyiuuiyiaic ^mviDj icu in uic wdici ciuiaiioco immune icopuiiac in yuuiiy uiuiicio. 
Poultry Sci. 77 (Suppl 1): 26 (1998), Abstract 96 










M. Van Koevering, H. Dolezal, D. Gill, F. Owens, C. Strasia, D: Buchanan, R. Lake, S. 
Nissen; "Effects of b-hydroxy-b-methylbutyrate on performance and carcass quality of ■ 
feedlot steers." J. Anim. Sci. 72: 1927-1935 (1994) 










P. Ostaszewski, K. Grzelkowska, T. Motyl, B. Balasinska, W. Bare], S. Nissen; "3-hydroxy- 
3-methylbutyrate and 2-oxoisocaproate effect body composition and cholesterol t 
concentration in rabbits." J. Anim. Physiol, and Anim. Nutr. 79: 135-145 (1998) 










S. Nissen, T. Faidley, D. Zimmerman, R. Izard, C. Fisher; "Colostra! milk fat percentage 
and pig performance are enhanced by feeding the leucine metabolite b-hydroxy-b- 
methylbutyrate to sows." J. Anim. Sci. 72: 2331-2337 (1994) 










P. Ostaszewskio, I. Papet, S. Nissen, F. Glomot, J. Grizard, M. Amal; "Dietary 
supplementation of 3-hydroxy-3-methyIbutyrate improved catch-up growth in underfed \ 
lambs." Ann. Zootech 43: 308 (1994) 










M. Moschini, J. Rathmacher, T. Faidley, J. Sultan, S. Nissen; "Effect of feeding b-hydroxy- 
b-methylbutyrate (HMB) on leucine and fat metabolism in mammary gland." FASEB J. " 
7:A&)(1993) Abstract 405 










V. Talleyrand, Z. Zhang, J. Rathmacker, S. Nissen; "Uptake and output of the leucine v 
metabolite b-hydroxy-b-methylbutyrate (HMB) across the leg of pigs." FASEB J. 7:A71 ' 
(1993) Abstract 407 


\ 


/ 






Z. Zhang, V. Talleyrand, J. Rathmacher, S. Nissen; "Change in plasma b-hydroxy-b-. 
methylbutyrate (HMB) by feeding leucine, a-ketiusicaoriate and isovaleric acid to pigs." * * 
FASEB J. 7:A392(1993) Abstract 2270 


/MG 






M. Van Koevering, S. Nissen; "Oxidation of leucine and a-ketoisocaproate to b-hydroxy-b; 
methvlbutyrate in vivo." Am J Physiol 262 (Endocrinol. Metab. 25):E27-E31 (1 992) 


EXAMINER DATE CONSIDERED .««/>-. 

/Michel Graffeo/ 03/16/2007 



Examiner Initial if citation considered, whether or not citation is in conformance with MPEP 609; Draw Line through citation if not in 
conformance and not considered, include copy of this form with next communication to applicant 



FORM PT 0-1449 U.S. Department of Commerce 
(Rev. 2032) Patent and Trademark Office 


Atty. Docket No. 
7357US01 


Serial No. 
10/810,762 


INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 


Applicant 

Baxter, et al. 




(Use several sheets if necessary) 


Filing Date 
March 26, 2004 


Group 



U.S. PATENT DOCUMENTS 



Examiner 
Initial 


Document Number 


Data 


Name 


Class 


Subclass 


Filing Date (if appro.) 













































FOREIGN PATENT DOCUMENTS 





Document Number 


Date 


Name 


Class 


Subclass 


Translation (Yes No) 































OTHER DOCUMENTS (Including Author, Title, Date, Pertinent Pages, Etc.) 



MGI 



P. Flakoll, R. Sharp, D. Levenhagen, C. Carr& S. Nissen; 'Reversal of the age-associated 
decline in protein synthesis, muscle mass, strength and functionality in elderly women 
through nutritional supplementation of b-hydroxy-b-methylbutyrate (HMB), arginine and 
lysine. (2003) Manuscript submitted to the Lancet Mid-December, 2002. 



P. E. May, A. Barket, J.T. D'OIimpio, A. Hourihane, N.N. Abumrad; "Reversal of cancer- 
related wasting using oral supplementation with a combination of b-hydroxy-b- 
methylbutyrate, arginine and glutamine.' Amer. J. Surg. 183: 471-479 (2002) 



S. Nissen, R. Sharp; "Effect of dietary supplements on lean mass and strength gains with 
resistance execise: A meta analysis.' J. Appl. Physiol. 94: 651-659 (2003) 



S. Nissen, R. Sharp, L Panton, M. Vukovich, s. Trappe, J. Fuller, Jr.; "b-hydroxy-b- 
methylbutyrate (HMB) supplementation in humans is safe and may decrease 
cardiovascular risk factors." J. Nutr. 130: 1937-1945 (2000) 



E. Jowko, P. Ostaszewski, M. Jank, J. Sacharuk, A. Zieniewicz.'J. Wilczak, S. Nissen; 
"Creatine and b-hydroxy-b-methylbutyrate (HMB) additively increase lean body mass and 
muscle strength during a wight-training program," Nutrition 17: 558-566 (2001) 



R. Clark, G. Feleke, M. Din, T. Yasmin, G. Singh, F. Kahn, J. Rathmacher, "Nutritional 
treatment for acquired immunodeficiency virus - associated wasting using b-hydroxy-b- 
methylbutyrate, glutamine and arginine: A randomized, double-blind, placebo - controlled 
study." J.Parenter. Enteral Nutr. 24: 133-139 (2000) 



L. Panton, J. Rathmacher, S. Baier, S. Nissen; "Nutritional supplementation of the leucine 
metabolite b-hydroxy-b-methylbutyrate (HMB) during resistance training." Nutrition 16: 
734-739(2000) 



A. Knitter, L. Panton, J. Rathmacher, A. Peterson, R. Sharp; "Effects of b-hydroxy-b- 
methylbutyrate on muscle damage after a prolonged run. 0 J. Appl. Physiol. 89: 1340-1344" 
(2000) 



J. Williams, N. Abumrad, A. Barbul; "Effect of a specialized amino acid mixture on human. 
collagen deposition." Annals of Surgery 236(3): 369-375 (2002) 



S. Nissen, R. Sharp, M. Ray, J. Rathmacher, D. Rice, J. Fuller, A. Connelly, N. Abumrad;, 
"Effect of leucine metabolite b-hydroxy-b-methylbutyrate on muscle metabolism during A 
resistance-exercise training." J. Appl. Physiol. 81(5); 2095-2104 (1996) 



MQI 



M. Vukovich, G. Dreifort; "Effect of beta-hydroxy beta-methyibutyrate on the onset of blood 
lactate accumulation and V02 peak in endurance - trained cyclists." J. Strength & 
Conditioning Res. 15(4): 491-497 (2001) 



EXAMINER 

/Michel Graffeo/ 



DATE CONSIDERED 

03/16/2007 



Examiner Initial if citation considered, whether or not citation is in conformance with MPEP 609; Draw Line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant 



Sheet 



of 5 



FORM PTf>1449 U.S. Department of Commerce 
(Rev. 2032) Patent and Trademark Office 


Atty. Docket No 
7357US01 


Serial No. 
10/810.762 


INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 


Applicant 

Baxter, et al. 




(Use several sheets if necessary) 


Filing Date 
March 26, 2004 


GroupO 



U.S. PATENT DOCUMENTS 



Examiner 
Initial 



Document Number 



Name 



Class Subdass Fffing Date (if appro.) 



FOREIGN PATENT DOCUMENTS 



Document Number 



Date 



Name 



Class 



Subdass 



Translation (Yes No) 



OTHER DOCUMENTS (Including Author, Title, Date, Pertinent Pages, Etc.) 







1 




M. Vukovich, N. Stubbs, R. Bohlken; 'Body composition of 70-year-old adults responds to 
dietary Deta-nydroxy Deta-metnyioutyrate similarly to that of young adults. J. Nutr. 131(7): 
2049-2052(2001) 










J. Panton, J. Rathmacher J. Fuller, J. Gammon, L. Cannon, S. Stettler, S. Nissen; Effect 
of b-hydroxy-b-methylbutyrate and resistance training on strength and functional ability in * 
the elderly." Medicine & Science in Sports & Exercise 30(5): S194 (1998) 










b. Nissen, L. Panton, J. Fuller, D. Rice, M. Ray, S. Sharp; Effect of feeding b-hydroxy-b- 
methylbutyrate (HMB) on body composition and strength of women." FASEB J. 1 1 : A1 50 
(1997) 










M. Vukovich, N. Stubbs, R. Bohlken, M. Desch, J. Fuller, J. Rathmacher; "The effect of 
dietary b-hydroxy-b-methylbutyrate (HMB) on strength gains and body composition in 
older adults." FASEB J. 1 1:A376 (1997) 










S. Nissen, L. Panton, R. Wilhelm, J. Fuller "Effect of b-hydroxy-b-methylbutyrate (HMB) 
supplementation on strength and body composition of trained and untrained males 
undergoing intense resistance training." FASEB J. 10: A287 (1996) 










J. Rathbacher, S, Nissen, L. Panton, J. Fuller, R. Clark, G. Singh, N. Abumrad; "Safety of 
a nutritional mixture of b-hydroxy-b-methylbutyrate (HMB), glutamine and arginine in f 
healthy young adults and patients with AIDS." JPEN 23(1): S10 (1999) 










M. Macchi, M. Turner, J. Rathmacher, M. Vukovich; "Influence of co-ingestion of glucose 
on b-hydroxy-b-methylbutyrate (HMB) metabolism in humans." FASEB J. 13: A909 (1999)' ' 










J. Rathmacher, J. Zachwieja, S. Smith, J. Lovejoy, G. Bray; "The effect of the leucine 
metabolite b-hydroxy-b-methylbutyrate on lean body mass and muscle strength during , * 
prolonged bedrest." FASEB J. 13: A909 










J. Zachwieja, S. Smith, G. Bray, J. Lovejoy, T. Wilt, J. DeLany, J. Rathmacher; Effect of 
the leucine metabolite b-hydroxy-b-methylbutyrate on muscle protein synthesis during • v 
prolonged bedrest." FASEB J. 13: A1025 (1999) 


N 


V 






S. Nissen and N. Abumrad; "Nutritional role of the leucine metabolite b-hydroxy b- Y 
methylbutyrate (HMB)." J. Nutr Biochem. 8: 300-311 (1997) 


/MC 


;/ 




R. Kreider, M. Ferreira, M. Wilson, A. Almada; "Effects of Calcium b-hydroxy-b- 
methylbutyrate (HMB) supplementation during resistance-training on markers of - * 
catabolism, body composition and strength." Int. J. Sports Med. 20: 503-509 (1999) 


EXAMINER DATE CONSIDERED 

/Michel Graffeo/ 03/16/2007 



Examiner Initial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant 



Sheet S of 5 



FORM PTO-1449 U.S. Department of Commerce 
(Rev. 2032) Patent and Trademark Office 


Atty. Docket No. 
7357US01 


Serial No. 
10/810,762 


INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 


Applicant 

Baxter, et al. 




(Use several sheets if necessary) 


Filing Date 
March 26, 2004 


Group 



U.S. PATENT DOCUMENTS 



Examiner 
Initial 


Document Number 


Date 


Name 


Class 


Subdass 


Filing Date (if appro.) 













































FOREIGN PATENT DOCUMENTS 





Document Number 


Date j 


Name 


Class 


Subdass 


Translation (Yes No) 













































/MO 


:/ 




P. Gallagher, J. Carrithers, M. Godard, K. Schulze, S. Trappe; "b-hydroxy-b- 
methylbutyrate ingesb'on, Part 1: effects on strength and fat free mass." Med. Sci. Sports 
Exerc. 32(12): 2109-2115(2000) 


imi 






P. Gallagher, J. Carrithers, M. Godard, K. Schulze, S. Trappe; "b-hydroxy-b- 
Methylbutyrate ingestion, Part II: effects on hematology, hepatic and renal function. 0 
Med. Sci. Sports Exerc. 32(12): 21 16-21 19 (2000) ' 










































































EXAMINER OATE CONSIDERED 

/Michel Graffeo/ 03/16/2007 



Examiner Initial if citation considered, whether or not citation is in conformance with MPEP 609; Draw Line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant. 



FORM PTCM449 U.S. Department of Commerce 
(Rev. 2032) Patent and Trademark Office 


Atty. Docket No. 

7357US01 


Serial No. 

10/810,762 


INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 


Applicant 

Baxter, et al. 




(Use several sheets if necessary) 


Rling Date 
March 26, 2004 


Group 

1614 



U.S. PATENT DOCUMENTS 



Examiner 
initial 


Document Number 


Date 


Name 


Class 


Subclass 


Filing Date (if appro.) 









































































FOREIGN PATENT DOCUMENTS 





Document Number 


Date 


Name 


Class 


Subclass 


Translation (Yes No) 


/MG/ 


WO 98/04253 


2/5/98 


Beale 








MGI 


WO 94/14429 


12/9/93 


Nissen 








ma 


WO 99/66917 


12/29/99 


Nissen 









/MG 


I 




May, Patricia Eubanks et al: "Reversal of cancer-related wasting using oral supplementation 
with a combination of beta-hydroxy-beta-methylbutyrate, arginine and glutamine." American 
Journal of Surgery, April 2002, Vol. 183, No. 4, (2002-2004), pages 471-479, XP008063769 


/MG 


I 




Clark, R H et al: "Nutritional treatment for acquired immunodeficiency virus-associated 
wasting using beta-hydroxy beta-methylbutyrate, glutamine, and arginine: a radomized, 
double-blind, placebo-controlled study." JPEN. Journal of Parenteral and Enternal Nutrition. 
2000 May-June, Vol. 24, No. 3, May 2000 (2000-05), pages 133-139, XP0090O437 


/MC 


;/ 




Rathmacher, J A et al: "Supplementation with a combination of .beta.-hydroxy-.beta.- 
methylbutyrate (HMB), arginine, and glutamine is safe and could improve hematological 
parameters" JPEN, Journal of Parenteral and Enternal Nutrition, 28(2), pages 65-75, 
XP008063815 


/MC 


;/ 




Smith, Helen J et al: "Mechanism of the attenuation of proteolysis-inducing factor stimulated 
protein degradation in musculo by beta-hydroxy-beta-methylbutyrate." Cancer Research, 
1 2/1/04, pages 8731-8735, XP008063768 


































































EXAMINER DATE CONSIDERED 

/Michel Graffeo/ 



Examiner: Initial if citation considered, whether or not citation is in conformance with MPEP 609; Draw Une through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant 



